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DETAILED ACTION 

Applicant's request for reconsideration of the finality of the rejection of the last Office 
action is persuasive and, therefore, the finality of that action is withdrawn. 
The following office action is a responsive to the Amendment filed, 12/07/07. 
The amendment filed 12/07/07 affects the application, 10/635,928 as follows: 
Claims 15, 24, 41-44 have been amended. Applicant's amendment has overcome the 102 
rejections of the prior office action mailed 09/07/07. The arguments have overcome the 
rejections of the Composition Claims Under 35 U.S.C. § 103. However, a new ground (s) of 
rejections is set forth herein. 

The responsive to applicants' amendment is contained herein below. 

Claims 1-5, 7-12, 15-19, 22-31, 33-45 are pending in application 
Claim Rejections - 35 (JSC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A pa lent may not be obtained though the invention is not identically disclosed or described as set forth in section I 02 of this title, if the 
differences betw een the subject matter sought to be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the lime the iinention was made to a person ha\ ing ordinary skill in the art to which said subject matter pertains. Patentability 
shall not be negatived by the manner in which the invention was made. 

Claims 1-5, 7-12, 23, 25-29, 31, 34 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Brown et al. (Molecular Genetics and Metabolism, 67, 43-48 (1999) in 
combination with Ravn et al. (European Journal of Obstetrics, Gynecology, and Reproductive 
Biology, (1994 Feb) Vol. 53, No. 2, pp. 81-93, Abstract Only). 

In claim 1 , applicant claims "A composition consisting of calcium, vitamin D, folic acid, 
vitamin B12 and vitamin B6." Claims 2-5, 7-12, 31, 34 which are further limitations of claim 1, 
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are drawn to specific amounts of calcium, vitamin D, folic acid, vitamin B 12 and vitamin B6, 
and specific kinds of vitamins B12 (i.e. hydroxocobalamin) and vitamin D (i.e. vitamin D3). 
Claim 23 is drawn to composition consisting of calcium, vitamin D, folic acid, 
hydroxycobalamin (vitamin B12) and vitamin B6. Dependent claims 25-29 are drawn to specific 
amounts of hydroxocobalamin (vitamin B12) and folic acid. 

Brown et al. disclose that supplementation of with folic acid, vitamin B 6 and vitamin B u 
as well as posmenopausal Hormone Replacement Therapy (HRT) has shown to reduce plasma 
homocysteine levels significantly and that elevated homocysteine is an independent risk factor 
for cardiovascular disease (see page 47, left col., last two paragraphs and abstract). Furthermore, 
Brown et al. disclose that the risk of coronary artery disease (a cardiovascular disease) increases 
with rising homocysteine levels (see page 47, left col., last two paragraphs). In addition, Brown 
et al. disclose that the use of postmenopausal hormones has many benefits, including a decreased 
risk of osteoporosis and cardiovascular disease (which includes coronary heart disease) (see page 
47, left col, last two paragraphs). 

The difference between applicant's claimed composition and the dietary supplement 
(composition) disclosed by Brown et al. is that applicant's composition also contains calcium 
and vitamin D. 

Ravn et al. disclose that women (i.e., posmenopausal women) at risk of osteoporosis will 
benefit from Hormone Replacement Therapy (HRT) (see abstract). Furthermore, Ravn et al. 
disclose that the treatment may be supplemented with extra calcium and vitamin D and maybe 
calcitnonin (see abstract). Furthermore, Ravn et al. disclose that women at risk of cardiovascular 
disease will also benefit from Hormone Replacement Therapy (HRT) and that there is 
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overwhelming evidence that hormonal therapy will protect against both coronary heart disease 
and stroke, and there is no increase risk of venous thrombosis or hypertension (see abstract). 
Also, Ravn et al. suggest that every woman showing signs of hormonal deprivation should be 
treated with Hormone Replacement Therapy (HRT) and that said women includes women at risk 
of osteoporosis (fast bone losers) and cardiovascular diseases (see abstract). 

It would have been obvious to one having ordinary skill in the art, at the time the claimed 
invention was made in view of Brown et al. and Ravn et al. to prepare a supplement or 
composition such as a dietary supplement consisting of folic acid, vitamin B12, vitamin B6 
calcium and vitamin D to be administered to postmenopausal women undergoing Hormone 
Replacement Therapy (HRT) in order to treat, prevent or decrease the risk of osteoporosis and 
cardiovascular disease in said postmenopausal women, since Brown et al. and Ravn et al. 
compositions are disclosed as having the same utility and since the combination of compounds 
that are used to treat the same condition or diseases are well known in the art. 

It is generally considered prima facie obvious to combine active agents each of which is 
taught by the prior art to be useful for the same purpose, in order to form a composition which is 
to be used for the very same purpose. The idea for combining them flows logically from their 
having been used individually in the prior art. As shown by the recited teachings, the instant 
claims define nothing more than the concomitant use of conventional, and required, nutritional 
agents. It would follow that the recited claims define prima facie obvious subject matter. In re 
Kerkhoven, 626 F.2d 846, 205 U.S.P.Q. 1069 (C.C.P.A. 1980). 

One having ordinary skill in the art would have been in view of Brown et al. and Ravn et al. 
to prepare a supplement or composition such as a dietary supplement consisting of folic acid, 
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vitamin B 12, vitamin B6 calcium and vitamin D to be administered to postmenopausal women 
undergoing Hormone Replacement Therapy (HRT) in order to treat, prevent or decrease the risk 
of osteoporosis and cardiovascular disease in said postmenopausal women, because a skilled 
artisan would reasonably be expected to use the composition taught by Brown et al. in 
combination with calcium and vitamin D composition taught by Ravn et al. to treat said 
condition or disease based on need, like the severity of the condition or disease and the type of 
postmenopausal woman that is being treated. It should be noted that claims 2-5, 7-12, 23, 25-29, 
31, 34 which are drawn to specific amounts of calcium, vitamin D, folic acid, vitamin B12 and 
vitamin B6 and, specific kinds of vitamins B 12 (i.e. hydroxocobalamin) and vitamin D (i.e. 
vitamin D3) are also encompassed by the aforementioned rejection since the amount or quantity 
of the components used in the composition depends on factors like the severity of the condition 
and the mass or age of the postmenopausal women being treated. In particular, all specific 
amounts claimed herein are within the well-known ranges of effective amounts of agents to be 
administered. Note that the claimed ranges "overlap or lie inside ranges disclosed by the prior 
art" a prima facie case of obviousness exists. See In re Wertheim, 541 F.2d 257, 191 USPQ 90 
(CCPA 1976); In re Woodruff, 919 F.2d 1575, 16 USPQ2d 1934 (Fed. Cir. 1990). See MPEP § 
2144.05 [R-l]. 

Further, the preparation or alteration of different vitamins and/or minerals formulations 
consisting of a combination of well-known art recognized vitamins and/or minerals to treat 
particular conditions, deficiencies, illnesses is also within the purview of an ordinary artisan. 
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Claims 35-40 are rejected under 35 U.S.C. 103(a) as being unpatentable over Brown et al. 
and Ravn et al. as applied to claim 1 above, and further in view of Bell et al. (WO 99/65337). 

In claim 35, applicant claims 'A composition consisting of calcium, vitamin D, folic 
acid, vitamin B 12, vitamin B6 and vitamin C." In claim 36, applicant claims 'A composition 
consisting of calcium, vitamin D, folic acid, vitamin B12, vitamin B6 and iron." In claim 37, 
applicant claims 'A composition consisting of calcium, vitamin D, folic acid, vitamin B12, 
vitamin B6, vitamin C and iron." Dependent claims 38-40 are drawn to said composition 
wherein vitamins B12 is hydro xocobalamin. 

The difference between applicant's claimed composition and the composition taught by 
Brown et al. and Ravn et al. is that the applicant composition also contains vitamins and/or 
minerals. 

Bell et al. disclose that calcium intake certain vitamins and minerals enhance calcium 
absorption and utilization and that adequate calcium intake limits the development of 
osteoporosis (see page 1, 22-24). Furthermore, Bell et al. disclose that dietary supplements can 
also contain vitamins and mineral which includes those claimed by applicant (see page 10, lines 
21 to 36). 

It would have been obvious to one having ordinary skill in the art, at the time the claimed 
invention was made, in view of Brown et al., Ravn et al. and Bell et al, to prepare a composition 
consisting of a combination of a calcium, vitamin D, folic acid, vitamin B12, vitamin B6, and a 
vitamin such as vitamin C or a mineral such as iron, to be administered to postmenopausal 
women undergoing Hormone Replacement Therapy (HRT) in order to decrease the risk of 
osteoporosis and cardiovascular disease in said postmenopausal women, since Brown et al. and 
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Ravn et al. compositions are disclosed as having the same utility and Bell et al. disclose that 
calcium intake certain vitamins and minerals enhance calcium absorption and utilization and that 
adequate calcium intake limits the development of osteoporosis and suggest that dietary 
supplements can also contain vitamins and mineral (which includes those claimed by applicant). 

One having ordinary skill in the art would have been motivated in view of Brown et al, 
Ravn et al. and Bell et al, to prepare a composition consisting of a combination of a calcium, 
vitamin D, folic acid, vitamin B12, vitamin B6, and a vitamin such as vitamin C or a mineral 
such as iron, to be administered to postmenopausal women undergoing Hormone Replacement 
Therapy (HRT) in order to treat, prevent or decrease the risk of osteoporosis in said 
postmenopausal women, because a skilled artisan would reasonably be expected to use the 
composition taught by Brown et al., Ravn et al. and Bell et al. to treat said condition or disease 
based on need, like the severity of the condition or disease and the type of postmenopausal 
woman that is being treated. It should be noted that claims 38-40 which are drawn to specific 
kinds of vitamins B12 (i.e. hydroxocobalamin) are also encompassed by the aforementioned 
rejection since the type of vitamin B12 used in the composition depends on factor like the 
severity of the condition and the mass or age of the postmenopausal women being treated. In 
addition, the preparation or alteration of different vitamins and/or minerals formulations 
consisting of a combination of well-known art recognized vitamins and/or minerals to treat 
particular conditions, deficiencies, illnesses is also within the purview of an ordinary artisan. 

It is generally considered prima facie obvious to combine active agents each of which is 
taught by the prior art to be useful for the same purpose, in order to form a composition which is 
to be used for the very same purpose. The idea for combining them flows logically from their 
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having been used individually in the prior art. As shown by the recited teachings, the instant 
claims define nothing more than the concomitant use of conventional, and required, nutritional 
agents. It would follow that the recited claims define prima facie obvious subject matter. In re 
Kerkhoven, 626 F.2d 846, 205 U.S.P.Q. 1069 (C.C.P.A. 1980). 

Note that the claimed ranges "overlap or lie inside ranges disclosed by the prior art" a prima 
facie case of obviousness exists. See In re Wertheim, 541 F.2d 257, 191 USPQ 90 (CCPA 1976); 
In re Woodruff, 919 F.2d 1575, 16 USPQ2d 1934 (Fed. Cir. 1990). See MPEP § 2144.05 [R-l]. 

Claims 15-19, 22, 24, 30, 33, 44-45 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Brown et al. (Molecular Genetics and Metabolism, 67, 43-48 (1999) in 
combination with Ravn et al. (European Journal of Obstetrics, Gynecology, and Reproductive 
Biology, (1994 Feb) Vol. 53, No. 2, pp. 81-93, Abstract Only). 

In claim 15, applicant claims "A method of treating hot flashes, osteoporosis, 
endometriosis, hyperhomocystineamia, or bone loss in an individual consisting essentially of 
comprising administering to the individual an effective amount of a composition consisting of 
calcium, vitamin D, folic acid, vitamin B12 and vitamin B6." Claims 16-19, 22 which are 
further limitations of claim 15, are drawn to specific amounts of calcium, vitamin D, folic acid, 
vitamin B12 and vitamin B6 and, specific kinds of vitamins B12 (i.e. hydroxocobalamin) and 
vitamin D (i.e. vitamin D3). Claim 24 is drawn to a method of treating hot flashes, osteoporosis, 
endometriosis, hyperhomocystineamia, or bone loss in an individual consisting essentially of 
administering to the individual an effective amount of a vitamin composition consisting of 
calcium, vitamin D, folic acid, hydroxocobalamin and vitamin B6. Claims 30, 33 are drawn to 
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said method of treating hot flashes, osteoporosis, endometriosis, hyperhomocystineamia, or bone 
loss using specific amounts or quantities of the components in the composition. Claims 44-45 are 
drawn to a method of administering to a menopausal woman an effective amount of said 
composition effective to treat hot flashes, osteoporosis, endometriosis, hyperhomocystineamia, 
or bone in said menopausal woman, and specific cause of said treated condition. 

Brown et al. disclose that supplementation of with folic acid, vitamin B 6 and vitamin B n 
as well as posmenopausal Hormone Replacement Therapy (HRT) has shown to reduce plasma 
homocysteine levels significantly and that elevated homocysteine is an independent risk factor 
for cardiovascular disease (see page 47, left col., last two paragraphs and abstract). Furthermore, 
Brown et al. disclose that the risk of coronary artery disease (a cardiovascular disease) increases 
with rising homocysteine levels (see page 47, left col., last two paragraphs). In addition, Brown 
et al. disclose that the use of postmenopausal hormones has many benefits, including a decreased 
risk of osteoporosis and cardiovascular disease (which includes coronary heart disease) (see page 
47, left col, last two paragraphs). This suggest that a supplement of folic acid, vitamin B 6 and 
vitamin B i2 can be used to treat prevent or decrease the risk of osteoporosis and cardiovascular 
disease in posmenopausal women undergoing Hormone Replacement Therapy (HRT). 

The difference between applicant's claimed method and the method disclosed by Brown et 
al. is that applicant's composition also contains calcium and vitamin D. 

Ravn et al. disclose that women (i.e., posmenopausal women) at risk of osteoporosis will 
benefit from Hormone Replacement Therapy (HRT) (see abstract). Furthermore, Ravn et al. 
disclose that the treatment may be supplemented with extra calcium and vitamin D and maybe 
calcitnonin (see abstract). Furthermore, Ravn et al. disclose that women at risk of cardiovascular 
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disease will also benefit from Hormone Replacement Therapy (HRT) and that there is 
overwhelming evidence that hormonal therapy will protect against both coronary heart disease 
and stroke, and there is no increase risk of venous thrombosis or hypertension (see abstract). 
Also, Ravn et al. suggest every woman showing signs of hormonal deprivation should be treated 
with Hormone Replacement Therapy (HRT) and that said women includes women at risk of 
osteoporosis (fast bone losers) and cardiovascular diseases (see abstract). 

It would have been obvious to one having ordinary skill in the art, at the time the claimed 
invention was made in view of Brown et al. and Ravn et al. to treat, prevent or reduce the risk of 
osteoporosis and cardiovascular disease in a menopausal woman undergoing Hormone 
Replacement Therapy (HRT) by administering to said postmenopausal woman a supplement or 
composition such as a dietary supplement consisting of folic acid, vitamin B12, vitamin B6 
calcium and vitamin D in order to treat, prevent or reduce the risk of osteoporosis and 
cardiovascular disease in said postmenopausal women, since Brown et al. and Ravn et al. 
compositions are disclosed as having the same utility and since the combination of compounds 
that are used to treat the same condition or diseases are well known in the art. 

It is generally considered prima facie obvious to combine active agents each of which is 
taught by the prior art to be useful for the same purpose, in order to form a composition which is 
to be used for the very same purpose. The idea for combining them flows logically from their 
having been used individually in the prior art. As shown by the recited teachings, the instant 
claims define nothing more than the concomitant use of conventional, and required, nutritional 
agents. It would follow that the recited claims define prima facie obvious subject matter. In re 
Kerkhoven, 626 F.2d 846, 205 U.S.P.Q. 1069 (C.C.P.A. 1980). 
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One having ordinary skill in the art would have been in view of Brown et al. and Ravn et 
al. to treat, prevent or reduce the risk of osteoporosis and cardiovascular disease in a menopausal 
woman undergoing Hormone Replacement Therapy (HRT) by administering to said 
postmenopausal woman a supplement or composition such as a dietary supplement consisting of 
folic acid, vitamin B12, vitamin B6 calcium and vitamin D in order to treat, prevent or reduce the 
risk of osteoporosis and cardiovascular disease in said postmenopausal women, because a skilled 
artisan would reasonably be expected to use the composition taught by Brown et al. in 
combination with calcium and vitamin D taught by Ravn et al. to treated said condition or 
disease based on need, like the severity of the condition or disease and the type of 
postmenopausal woman that is being treated. It should be noted that claims 15-19, 22, 24, 30, 
33, 44-45 which are drawn to specific amounts of calcium, vitamin D, folic acid, vitamin B 12 
and vitamin B6 and, specific kinds of vitamins B12 (i.e. hydroxocobalamin) and vitamin D (i.e. 
vitamin D3) are also encompassed by the aforementioned rejection since the amount or quantity 
of the components used in the composition depends on factor like the severity of the condition 
and the mass or age of the postmenopausal women being treated. In addition, the preparation or 
alteration of different vitamins and/or minerals formulations consisting of a combination of well- 
known art recognized vitamins and/or minerals to treat particular conditions, deficiencies, 
illnesses is also within the purview of an ordinary artisan. 

Claims 41-43 are rejected under 35 U.S.C. 103(a) as being unpatentable over Brown et al. 
and Ravn et al. as applied to claim 1 above, and further in view of Bell et al. (WO 99/65337). 

In claim 41, applicant claims is drawn to method of treating hot flashes, osteoporosis, 
endometriosis, hyperhomocystineamia, or bone loss in an individual consisting essentially of 
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comprising administering to the individual an effective amount of a composition consisting of an 
effective amount of a composition of claim 35. Claims 42 and 43 are drawn to method of treating 
hot flashes, osteoporosis, endometriosis, hyperhomocystineamia, or bone loss in an individual 
consisting essentially of comprising administering to the individual an effective amount of a 
composition consisting of an effective amount of a composition of claim 36 and 37, respectively. 

The difference between applicant's claimed method and the method taught by Brown et 
al. and Ravn et al. is that the applicant composition also contains vitamins and/or minerals. 

Bell et al. disclose that calcium intake certain vitamins and minerals enhance calcium 
absorption and utilization and that adequate calcium intake limits the development of 
osteoporosis (see page 1, 22-24). Furthermore, Bell ct al. disclose that dietary supplements can 
also contain vitamins and mineral which includes those claimed by applicant (see page 10, lines 
21 to 36). 

It would have been obvious to one having ordinary skill in the art, at the time the claimed 
invention was made in view of Brown et al. and Ravn et al. to treat, prevent or reduce the risk of 
osteoporosis and cardiovascular disease in a menopausal woman undergoing Hormone 
Replacement Therapy (HRT) by administering to said postmenopausal woman a supplement or 
composition such as a dietary supplement consisting of folic acid, vitamin B 12, vitamin B6 
calcium and vitamin D in to treat, prevent or reduce the risk of osteoporosis and cardiovascular 
disease in said postmenopausal women, since Brown et al. and Ravn et al. compositions are 
disclosed as having the same utility and Bell et al. disclose that calcium intake certain vitamins 
and minerals enhance calcium absorption and utilization and that adequate calcium intake limits 



Application/Control Number: 10/635,928 Page 13 

Art Unit: 1623 

the development of osteoporosis and suggest that dietary supplements can also contain vitamins 
and mineral (which includes those claimed by applicant). 

One having ordinary skill in the art would have been in view of Brown et al. and Ravn et 
al to treat, prevent or reduce the risk of osteoporosis and cardiovascular disease in a menopausal 
woman undergoing Hormone Replacement Therapy (HRT) by administering to said 
postmenopausal woman a supplement or composition such as a dietary supplement consisting of 
folic acid, vitamin B12, vitamin B6 calcium and vitamin D in order to treat, prevent or reduce the 
risk of osteoporosis and cardiovascular disease in said postmenopausal women, because a skilled 
artisan would reasonably be expected to use the composition taught by Brown et al, Ravn et al. 
and Bell et al. to treated said condition or disease based on need, like the severity of the 
condition or disease, and the type postmenopausal woman that is being treated. In addition, the 
preparation or alteration of different vitamins and/or minerals formulations consisting of a 
combination of well-known art recognized vitamins and/or minerals to treat particular 
conditions, deficiencies, illnesses is also within the purview of an ordinary artisan. 

Response to Arguments 

Applicant's arguments with respect to claims 1-5, 7-12, 15-19, 22-31, 33-45 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael C. Henry whose telephone number is 571-272-0652. 
The examiner can normally be reached on 8.30am-5pm; Mon-Fri. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor, Shaojia A. Jiang can be 
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reached on 571-272-0627. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Michael C. Henry 

/Shaojia Anna Jiang, Ph.D./ 
Supervisory Patent Examiner, Art Unit 1623 
January 6, 2008. 



